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DETAILED ACTION 

Claim Rejections - 35 USC §112 

1 . The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

2. Claims 1-15 are rejected under 35 U.S.C. 112, second paragraph, as being 
unclear for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

Claim 1 recites a first and a second positions of the distribution valve in terms of 
functional language. The structural inter-relations between the elements of the 
apparatus for each claimed position are unclear. 

Claim 2 recites: "The apparatus of claim 1, wherein said pan, vessel and station 
define an enclosed chamber for holding said sampling; said device further comprises a 
receptacle above said pan for holding a reagent, said receptacle having an opening; 
and said valve comprises means for exposing said chamber to said opening when said 
valve is placed in said first position". The structural inter-relations between the 
receptacle with the opening, the valve and the vessel (recited in claim 1) are not 
sufficiently outlined in the claims. The receptacle, the opening in the receptacle and the 
'means for exposing said chamber to said opening* are not disclosed in the 
Specification. It is also unclear whether the 'reagent' held by 'receptacle' is an 
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immunoassay reagent or a specimen. The receptacle is also recited in the similar 
manner in claim 11. 

For the examination purposes, the Examiner assumes that a specimen is meant by the 
term 'reagent' and that the term 'receptacle' coincides with the term 'cavity' recited in 
claim 8. 

Claim 5 recites "two isovolumetric portions ... having inlets controlled by said 
valve". Since the inlets are not supported by the Specification, their location, as well as 
their structural inter-relation to the valve, remain unclear. 

Claim 8 recites means for rotating the cylindrical body of the valve. The above 
means are not distinctly identified in the Specification, which renders claim 8 indefinite. 

Claim 10 recites means for exposing the pan and the station to a desiccant. The 
above means are not distinctly identified in the Specification, which renders claim 10 
indefinite. 

Claim 15 recites means for maintaining said sampling into said chamber under 
isobaric condition. The above means are not distinctly identified in the Specification, 
which renders claim 15 indefinite. 

Claim Rejections - 35 USC § 102 

3. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(e) the invention was described in (1) an application for patent, published under section 122(b), by another filed 
in the United States before the invention by the applicant for patent or (2) a patent granted on an application for 
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patent by another filed in the United States before the invention by the applicant for patent, except that an 
international application filed under the treaty defined in section 351(a) shall have the effects for purposes of 
this subsection of an application filed in the United States only if the international application designated the 
United States and was published under Article 21 (2) of such treaty in the English language. 

4. Claim 1 is rejected under 35 U.S.C. 102(e) as anticipated by 
Hudak (US 20030022392). 

Hudak discloses an integrated sample collection and handling device comprising, as 
shown in Figure 1, a chamber 100 ['collecting vessel' - Ex.] capable of collecting a 
specimen; a reservoir 300 ['base panr - Ex.] capable of receiving a portion of the 
specimen from the chamber; a valve 200 interposed between the chamber and the 
reservoir and capable of transferring "at least a portion of the specimen from the 
chamber to the reservoir'; and a test device 500. "The chamber 100 can have a side 
wall 104, a bottom wall 106" and a chamber orifice 108 in the bottom portion of the 
chamber^ See Abstract; [0031], [0035], [0036]). 

Claim Rejections - 35 USC § 103 

5. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 1.02 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

6. The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 
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1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating obviousness or 
nonobviousness. 

7. Claims 2 and 3 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Hudak supra in view of Cui et al. (US 20030206829). 

With respect to claims 2 and 3 , Hudak does not teach a receptacle having an 
opening capable of accommodating a desiccant. Cui discloses fluid handling apparatus 
and methods for collecting and testing devices and methods for collecting and testing a 
fluid specimen allowing to avoid "unduly exposing the tester to the specimen and 
eliminate the possibility of contaminating the remaining portion of the collected fluid" 
(Abstract). Shown in Figure 1are different embodiments of valve cylinders 26 "varying in 
well ['receptacle' - Ex.] arrangements and well dimensions. As indicated in the figure, a 
cylinder can have one or more rows of wells, each row of a similar dimension and 
forming a single line along the longitudinal axis of the cylinder. Separate rows may be 
situated at opposite positions on the cylinder surface (i.e., 180.degree. from 
each other) or may be situated closer together. In addition, a cylinder may 
have more than two rows of wells". "Clearly, one of ordinary skill can readily envision a 
variety of cylinder designs with combinations of wells and rows" (See [0029]' [0030]). 
It would have been obvious to one of ordinary skill in the art at the time the invention 
was made to have employed a valve having receptacles arranged in such a manner 
that the reservoir ['chamber'] would be exposed to a drying agent / desiccant (when the 
valve is in the 'first position', that is the reservoir is not filled with the fluid, in the 
modified apparatus of Hudak, in order to provide clean and dry environment for the next 
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portion of a specimen and in order not to pose a potential hazard to the technician. 

Referring to claims 4, 5, 7 and 15, Hudak does not specify the apparatus having 
two test stations and two 'isovolumetric ' portions of the 'liquid-receiving' chamber, the 
portions being connected to the stations via passageways / channels. Cui discloses an 
embodiment (shown in Figure 4) of the apparatus comprising two test stations 28 
connected to corresponding Isovolumetric portions' / channels 40, 16. 
It would have been obvious to one of ordinary skill in the art at the time the invention 
was made to have employed more than one test station communicating with fluid 
samples via connecting elements (such as portions of reservoirs, passageways or 
channels), the corresponding elements having equal volumes and being symmetrically 
arranged, in the modified apparatus of Hudak, in order to accommodate more test 
strips, to provide equal hydrodynamic conditions (including pressure) for the test strips, 
and to ensure reliable, precise and consistent measurements. 

Conclusion 

8. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Natalia Levkovich whose telephone number is 571-272- 
2462. The examiner can normally be reached on Mon-Fri, 8 a.m. -4p.m.. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Jill Warden can be reached on 571-272-1267. The fax phone number for 
the organization where this application or proceeding is assigned is 703-872-9306. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 



/Mill Warden 
Super^ory Patent Examiner 
Technology Center 1 700 
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